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Littmann Electronic Stethoscope, Model 4100
Special 510k Submission

Pre-Market Notification (510(k)) Summary

1. Sponsor Information:

3M Health Care
3M Center, Bldg. 275-5W-06
St. Paul, MN 55144-1000

Contact Person: Ginger Cantor, RAC-US
Senior Regulatory Affairs Associate

Phone Number: (651) 736-2101
FAX Number: (651) 737-5320

Date of Summary: June 28, 2005

2. Device Name and Classification:

Common or Usual Name: Electronic Stethoscope

Proprietary Name: 3MTM Littmann® Electronic Stethoscope,
Model 4100 (Modified Model 4000)

Classification Name: Electronic Stethoscope
(21 CFR § 870.1875(b))

Performance Standards: None

3. Predicate Device:

3MTM Littmann® Electronic Stethoscope, Model 4000 (K003723)
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4. Description of Device:

The 3MT M Littmann® Electronic Stethoscope, Model 4100 is a healthcare device
that picks sounds of the heart, arteries, veins, lung and other internal organs,
electronically amplifies, filters, and transfers them to the user's ears via an active
speaker and passive sound tubes.

The Model 4100 provides three filter frequency modes for auscultation:
Bell (20-200 Hz), Diaphragm (1 00-500 Hz) and "Extended Range" (20-1000 Hz).
This stethoscope provides amplification and includes features that permit it to
record and store sounds on each of its six soundtracks. The recordings of the
heart, lung, and other body sounds can be up to eight seconds in length on each
soundtrack. The Model 4100 can play back the recordings at normal or half
speed.

The Model 4100 has an infrared data transmission port that permits the recorded
sounds to be transferred to another Model 4100 or to a Littmann Electronic
Stethoscope Model 4000. The sounds may also be transferred to an IBM-
compatible personal computer (PC) equipped with an infrared port and Windows
98/2000/XP, or to a hand-held device (i.e. a Pocket PC with Operating System
2002/2003 or Palm Pilot with Operating System 4/5).

The Model 4100 includes a liquid crystal display (LCD) on the chestpiece that
displays the following information:

Heart Rate
Volume Level
*Track Number
Record and Playback

* Speed of Playback (Half Speed or Normal)
* Transmit and Receive Mode
* Filter Frequency Mode
* Low-battery Indicator

The Model 4100 incorporates embedded software. The embedded software
controls all of the various features found in the Model 4100 stethoscope, such as
volume control, frequency mode selection, LCD display, record and playback,
and the infrared data transfer. In addition, the embedded software provides
digital signal processing (DSP) over the entire acoustic range of the stethoscope;
DSP produces the bell, diaphragm, and "extended range" frequency response
modes that are used to listen to heart, lung, and other body sounds.

The Model 4100 does not incorporate any off-the-shelf (OTS) software.

The Model 4100 operates on two (2) AAA alkaline batteries.
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Device modifications that are the subject of this submission include a
substitution of the microphone and minor changes to software and circuits to
accommodate the change. The design and materials used for the chestpiece
diaphragm were also modified to accommodate this change.

The modifications included in this submission do not affect the device's
intended use or indications for use. The modified device is substantially
equivalent to the Model 4000 predicate device (K003723).

5. Indications for Use:

The 3MTM Littmann ® Electronic Stethoscope Model 4100 is intended for
medical diagnostic purposes only. It may be used for the detection and
amplification of sounds of the heart, lungs, arteries, veins, and other
internal organs with the use of a selective frequency. It can be used on
any person undergoing a physical assessment.

6. Comparative Data for Determining Substantial Equivalence of New
Device to Predicate Device:

Other than the one specific performance feature noted below, the
Model 4100 proposed under this Special Pre-market Notification (510(k))
submission has the same performance features, intended use and
indications for use as the currently marketed Model 4000 cleared under
K003723. Therefore the Model 4100 is substantially equivalent to the
Model 4000.

Features, Intended Use and Model 4100 Model 4000
Indications for Use (Modified Model 4000) (Predicate Device)

.K003723
Ambient Noise Reduction Yes No
Intended Use Electronic Stethoscope Electronic Stethoscope
Indications for Use The 3MTM Littmann- The 3M T MLittmann-

Electronic Stethoscope, Electronic Stethoscope,
Model 4100, is intended for Model 4000, is intended for
medical diagnostic purposes medical diagnostic purposes
only. It may be used for the only. It may be used for the
detection and amplification detection and amplification of
of sounds of the heart, sounds of the heart, lungs,
lungs, arteries, veins, and arteries, veins, and other
other internal organs with internal organs with the use of
the use of a selective a selective frequency. It can
frequency. It can be used be used on any person
on any person undergoing a undergoing a physical
physical assessment. assessment.
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7. Non-clinical (Biocompatibility) Summary:

All components of the modified device have been reviewed for
biocompatibility with respect to ISO 10993-Part I Biological Evaluation of
Medical Devices for limited ( 24 hour) skin contact for both patient and/or
health care professional exposure. Each component with potential skin
contact with either the user or patient was reviewed for possible health
concerns.

The Model 4100 is composed of the same or substantially equivalent
materials as those used in the Littmann® Electronic Stethoscope Model 4000
cleared under K003723.

3M concludes that none of the components of the Model 4100 would have
potential for any adverse health concern.
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